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DETAILED ACTION 
Status of Application/Amendment/Claims 

1. Claims 1. 6-8, 10. 13-14, 16-20, 43-84 are pending in this application. Claims 2- 
7 were cancelled by Applicant in the response filed 2/23/2006. Claims 13-14, 16-20 and 
43-61 were withdrawn from further consideration pursuant to 37 CFR 1.142(b), as being 
drawn to a nonelected invention there being no allowable generic or linking claim in the 
Action mailed 08/23/2005. 

Applicant's response filed 2/23/2006 has been fully considered. Rejections 
and/or objections not reiterated from the previous office action mailed 08/23/2005 are 
hereby withdrawn. The following rejections and/or objections are either newly applied or 
are reiterated and are the only rejections and/or objections presently applied to the 
instant application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Information Disclosure Statement 

2. The information disclosure statements (IDS) submitted on 11/23/2005 is 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has are being considered by the examiner. However, reference OK, Chin et 
al., has not been considered for the following reasons. As stated by Applicant (remarks, 
pg. 9), reviewing this reference to assess whether it could possibly be relevant to the 
applicant is a nearly impossible task and also that Applicant has no independent 
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understanding that any of the information contained in this document (CD filed with the 
IDS of 5/31/2005 as an artifact) is material to the patentability of the present application 
and that it is not available as prior art. Therefore, absent any good and sufficient 
reasons why consideration of this reference, which according to Applicant, is a nearly 
impossible task and does not contain information that is material to the patentability of 
the present application, should be made, it has been placed in the Application file, but 
the information thereon has not been considered. 

3. Claims 1, 6-8 and 10 remain rejected and claims 62-84 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. Claim 1 is 
drawn to an isolated nucleic acid molecule comprising "a polynucleotide encoding 8 to 
180 contiguous amino acids from about 1 to 188 of SEQ ID NO: 2." However, the 
skilled artisan cannot determine the metes and bounds of what is being claimed 
because an isolated nucleic acid molecule that comprises a polynucleotide encoding 8 
amino acids cannot also be a polynucleotide encoding from about 1 to 188 of SEQ ID 
NO: 2. How can a polynucleotide that codes for 8 contiguous amino acids code from 1 
(amino acid) of SEQ ID NO: 2, for example? The claim language "amino acids from 
about 1 to about 188 of SEQ ID N0:2", does not limit this amino acid to a range of 
amino acids of SEQ ID NO: 2, but is reasonably considered to require only that the 
polynucleotide encode 1 amino acid. Claim 6 is rejected for the same reasons as claim 
1 and claims 7-8, 10 and 62-84 are rejected due to their dependence on a rejected base 
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claim. In the event that Applicant intends to claim a particular range of amino acids of 
SEQ ID NO: 2, inclusion of a particular reference to the amino acid sequence contained 
in SEQ ID NO: 2, would be remedial. 

4. Claims 6 and 62-74 are rejected and claims 62-84 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. Claim 6 
recites, "said polypeptide has an amino acid sequence selected from the group 

consisting of c) the polynucleotide complement of the polynucleotide of a or b. 

However, the skilled artisan cannot determine the metes and bounds of what is being 
claimed because the polynucleotide complement of the polynucleotide of a or b 
polypeptide that has an amino acid sequence, for example. 

5. Claims 65-73 and 75-83 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The claims are drawn to an isolated nucleic 
acid molecule of claim 1 or claim 6 which "consists of between" 12 and 40 nucleotides 
or 13 to 40 nucleotides (claims 65-66, 75-76) or which "consists of at least" 14, 15, 16, 
17, 18, 19, 20 or 30 nucleotides. However, the skilled artisan cannot determine the 
metes and bounds of what is being claimed with this terminology, without assumption, 
because "consists of is closed language and the polynucleotides of claim 1 and 6, 
including the polynucleotide complements of a and b in both claims 1 and 6, must be at 



Application/Control Number: 10/627,571 Page 5 

Art Unit: 1635 

least 24 nucleotides in length, in order to encode a minimum of 8 contiguous amino 
acids, as required. The skilled artisan cannot envision the scope of the claimed 
isolated nucleic acid that comprises a polynucleotide that consists of 12 - 20 nucleotides 
as claimed, that encodes 8 amino acids or that is the complement of a polynucleotide 
that encodes 8 amino acids, for example. 

6. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 1, 6-8 and 10 rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

Claim 1 has been amended to recite, "An isolated nucleic acid molecule 
comprising a polynucleotide selected from the group consisting of a polynucleotide 
encoding 8 to 180 contiguous amino acids from about 1 to about 188 of SEQ ID NO: 2; 

Applicant has pointed to paragraph 0038 of the specification as filed as providing 
support for the introduction of the limitation requiring a polynucleotide that encodes 8 to 
180 contiguous amino acids of SEQ ID NO: 2. However, section 0038 of the 
specification as filed discusses polypeptide fragments of the invention, not 
polynucleotides as claimed. If Applicant believes that support for the claim limitation 
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above is provided by the specification as filed, Applicant should point out, with 
particularity, where such support is to be found, for example, and how, for example, the 
instant disclosure of polypeptide fragments provides support for the claimed isolated 
polynucleotide molecule. 

8. Claims 6 remains rejected and claims 62-84 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written description requirement for the 
reasons of record, as set forth in the Action mailed 8/23/2005. 

Claim 6 continues to read broadly on a vast genus of polynucleotides that 
encode any polypeptide that, except for at least 1 conservative amino acid substitution, 
addition or deletion, which can be any conservative amino acid substitution, addition or 
deletion, will encode 8 to 180 contiguous amino acids from about 1 or about 2 to about 
188 of SEQ ID NO: 2 or any complement thereof. However, the specification as filed 
does not provide an adequate written description of the broad genus of polynucleotides 
claimed that can be any polynucleotide that encodes 8 contiguous amino acids that will 
encode about 1 or about 2 to about 188 of SEQ ID NO: 2 or one that can be that 
polynucleotide except for at least 1 conservative amino acid substitution, addition or 
deletion. The skilled artisan cannot immediately envision that Applicant was in 
possession of this broadly claimed genus. 

The specification as filed provides only a general disclosure of what is known in 
the art of coding nucleic acids, in regard to how one of skill in the art would recognize 
what amino acid substitutions, additions or deletions would be conservative, generally, 
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in polypeptides. However, the specification provides no description of how the invention 
was "ready for patenting" such as by the disclosure of drawings or structural chemical 
formulas that show that the invention was complete, or by describing distinguishing 
identifying characteristics sufficient to show that the applicant was in possession of the 
claimed invention, that would, for example, lead the skilled artisan to the structure of a 
polynucleotide that encodes a polypeptide as claimed in a and b of claim 6, or the 
complement thereof,, wherein except for at least 1 conservative amino acid substitution, 
addition or deletion, which could be any conservative amino acid substitution, addition 
or deletion, the polynucleotide will encode 8 to 180 contiguous amino acids from about 
1 or about 2 to about 188 of SEQ ID NO: 2. 

Additionally, the specification as filed does not disclose any distinguishing 
identifying characteristics of the claimed polynucleotides that encode polypeptides 
which, except for at least 1 conservative amino acid substitution, addition or deletion, 
which can be any conservative amino acid substitution, addition or deletion, the 
polynucleotide will encode 8 to 180 amino acids from about 1 or about 2 to about 188 of 
SEQ ID NO: 2. The general description and examples provided by the specification are 
insufficient to indicate possession of the broadly claimed genera of polynucleotide as 
claimed. The specification does not provide a disclosure of sufficiently detailed, 
relevant identifying characteristics that would be required to reasonably lead one of skill 
in the art to the instant invention or that would allow the skilled artisan to recognize that 
Applicant was in possession of the instant invention, commensurate with what is now 
claimed and state of the art cannot provide this description because it is silent on what 
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possible "at least 1 conservative amino acid substitution, addition or deletion" could be 
made to a polynucleotide that encodes 8 contiguous amino acids that are 1 amino acid 
for example 

MPEP§2163[R-2] I. states: 

To satisfy the written description requirennent, a patent specification must describe the 
claimed invention in sufficient detail that one skilled in the art can reasonably conclude 
that the inventor had possession of the claimed invention. See, e.g., > Moba, B.V. v. 
Diamond Automation, Inc., 325 F.3d 1306, 1319. 66 USPQ2d 1429, 1438 (Fed. 
Cir. 2003);< Vas-Cath. Inc. v. Mahurkar, 935 F.2d at 1563. 19 USPQ2d at 1116. 

The fundamental factual inquiry is whether the specification conveys with reasonable 
clarity to those skilled in the art that, as of the filing date sought, applicant was in 
possession of the invention as now claimed. See, e.g., Vas-Cath, Inc., 935 F.2d at 
1563-64, 19USPQ2d at 1117. 

Possession may be shown in a variety of ways including description of an actual 
reduction to practice, or by showing that the invention was "ready for patenting" such 
as by the disclosure of drawings or structural chemical formulas that show that the 
invention was complete, or by describing distinguishing identifying characteristics 
sufficient to show that the applicant was in possession of the claimed invention. See. 
e.g.. Pfaff V. Wells Elecs., Inc., 525 U.S. 55. 68. 119 S.Ct. 304. 312. 48 USPQ2d 1641, 
1647 (1998); Eli Lilly. 119 F.3d at 1568, 43 USPQ2d at 1406; Amgen, Inc. v. Chugai 
Pharmaceutical, 927 F.2d 1200. 1206. 18 USPQ2d 1016, 1021 (Fed. Cir. 1991) (one 
must define a compound by "whatever characteristics sufficiently distinguish it"). 

An applicant may also show that an invention is complete by disclosure of sufficiently 
detailed, relevant identifying characteristics which provide evidence that applicant was in 
possession of the claimed invention, i.e., complete or partial structure, other physical 
and/or chemical properties, functional characteristics when coupled with a known or 
disclosed correlation between function and structure, or some combination of such 
characteristics. > Enzo Biochem, 323 F.3d at 964, 63 USPQ2d at 161 3.< 



In the instant case, Applicant has not provided adequate written description of 
their invention because the specification does not convey, with reasonable clarity to 
those of skill in the art, as of the filing date sought, that applicant was in possession of 
the invention now claimed. Applicant has not shown how the invention was "ready for 
patenting." such as by the disclosure of a polynucleotide that encoded a polypeptide 
wherein, except for at least 1 conservative amino acid substitution, addition or deletion. 



which can be any conservative amino acid substitution, addition or deletion, the 
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polynucleotide will encode 8 to 180 contiguous amino acids from about 1 or about 2 to 
about 188 of SEQ ID NO: 2. Neither has Applicant described any distinguishing 
identifying characteristics sufficient to show that the applicant was in possession of the 
broad genus of polynucleotides, as claimed. 



Response to Arguments 

9. Applicant's arguments filed 2/23/2006 have been fully considered but they are 
not persuasive. Applicant has stated that, "The claims as amended clearly point out 
the invention with the required specificity, thus the basis for the objections appears to be 
moot. Accordingly, the section 112 objections should be withdrawn" (pg. 11). However, 
in the instant case, there are no objections over section 112 outstanding in the 
Application and Applicant has presented no traversal of the outstanding grounds of 
rejection as set forth in the Action mailed 08/23/2005. 

Claim Rejections - 35 USC § 102-maintained 

10. Claims 1, 7-8 and 10 remain rejected and claims under 35 U.S.C. 102(b) as 
being anticipated by Kumar et al. 2000 (Reference BB on PTO Form 1449 filed 7/25/03 
in this Application) for the reasons of record as set forth in the Action mailed 
08/23/2005. 
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11. Claims 1 and 6 remain rejected under 35 U.S.C. 102(b) as being anticipated by 
Patel et al. 1997 (Reference BK on PTO Form 1449 filed 7/25/03 in this Application) for 
the reasons of record as set forth in the Action mailed 08/23/2005. 

12. Claims 1 and 7-8 remain rejected under 35 U.S.C. 102(b) as being anticipated by 
Horrevoets et al. (Reference AQ on PTO Form 1449 filed 7/25/03 in this Application) for 
the reasons of record as set forth in the Action mailed 08/23/2005. 

13. Claims 1, 6 and 8 remain rejected under 35 U.S.C. 102(b) as being anticipated 
by Lamerdin et al. 1998 (Direct submission: AC005339) for the reasons of record as set 
forth in the action mailed 08/23/2005, 

Response to Arguments 

14. Applicant's arguments filed 2/23/2006 have been fully considered but they are 
not persuasive. Applicant has argued that none of the prior art references cited (Kumar 
et al., Patel et al. or Horrevoets et al. discloses the specific sequences recited in the 
claims as amended. However, contrary to Applicants position, the claims as amended 
require an isolated nucleic acid molecule comprises a polynucleotide that encodes 8 to 
180 contiguous amino acids from about 1 to about 188 of SEQ ID NO: 2. Kumar et al, 
Patel et al. and Horrevoets et al. each disclose polynucleotides that encodes all amino 
acids from 1 to 188 of instant SEQ ID NO: 2, for example. Lamerdin et al. disclose a 
polynucleotide that comprises at least 13 contiguous amino acids of SEQ ID NO: 2, for 
example (see "pg. 41, sequence alignment attached to Action mailed 08/23/2005). 
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Claim Rejections - 35 USC § 102'Withdrawn 

15. The rejection of claims 1, 6-8 under 35 U.S.C. 102(b) as being anticipated by 
Goltsev et al. 1997 (Journal of Biological Chemistry, Vol. 272 (32): 19641-19644) is 
withdrawn in view of Applicant's amendments to the instant claims. 

Conclusion 

16. No claims are allowed. 

17. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon B. Ashen whose telephone number is 571-272- 
2913. The examiner can normally be reached on Monday - Friday, 7:30 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 571-272-4715. The fax phone number for 
the organization where this application or proceeding is assigned is 703-273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
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Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For all other 
customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 
Jba 





